PHARMACOVIGILANCE CASE REVIEW FORM

International Case Number: 					Local case number:
 French case		 EEA case (outside France), country:			 Third country case, country: 

	
	SOURCE DATA
	DATABASE
	Comments

	CLOCK
	
	
	

	D0 (date on which LABO collaborator first received the information)
	
	
	

	Date on which the case was sent to Global PV Department (if applicable)
	
	
	

	Reporting date to Competent Authorities (if applicable)
	
	
	

	SOURCE / REPORTER
	
	
	

	Report source (healthcare professional, patient, literature, Authority, etc.)
	
	
	

	First recipient at LABO (Sales Representative, Medical Information, Distributor etc.)
	
	
	

	PATIENT
	
	
	

	Patient Initials
	
	
	

	Gender
	
	
	

	DOB / Age
	
	
	

	MEDICINAL PRODUCT
	
	
	

	Suspected medicinal product
	
	
	

	ADVERSE EVENT / SAFETY INFORMATION
	
	

	Event 1
	
	
	

	Event 2
	
	
	

	Event 3
	
	
	

	Event 4
	
	
	

	Outcome
	recovered/resolved	
not recovered/resolved	
recovered with sequelae	
fatal			
unknown		
	recovered/resolved	
not recovered/resolved	
recovered with sequelae	
fatal			
unknown		
	

	CASE ASSESSMENT
	
	
	

	Seriousness
	Serious		
Not serious	
	Serious		
Not serious	
	

	Expectedness
	
	Expected	
Unexpected	
	

	Causality
	Related		
Not related	
	Related		
Not related	
	

	French Method of Imputability for French cases
	
	Yes	
No	
	

	ANONYMIZATION
	Yes	
No	
	
	




[bookmark: _GoBack]
Case review conclusion:

	Non – compliance / issue
	Yes / No
	Comments

	Reportable case not reported to:
· EudraVigilance
· EEA Competent Authority
· FDA
· Other
	
	

	Timing for transmission to Global Pharmacovigilance Department

	
	

	Timing for expedited reporting

	
	

	Inaccuracies:



	
	

	Other:


	
	

	Other:


	
	

	Other:


	
	

	Other:


	
	



SDEA demandé OUI / NON : 
Réconciliation demandée OUI / NON :
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